
Design Control Inspection
Results

June 1, 1997

to

June 1, 1998



Devices Covered

61%

10%

29%

Subject to Design Controls

Not Subject to Design Controls

N/A

Total Firms = 582



Firms with No Design Control System

9%91%

Design Control System

No Design Control System

Total Firms  = 582



Firms with/without Design
Control Systems

12%12%
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Total Firms  = 582



Human Factors

33%

11%
56%

Human Factors Addressed

Human Factors Not Addressed

Human Factors N/A

Total Firms = 582



Human Factors

10%

4%

8%
9%
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14%
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Human Factors Addressed

Human Factors Not Addressed

N/A

Total Firms  = 582



Risk Analysis

49% 28%

23%

Risk Analysis Conducted

Risk Analysis Not Conducted

Can Not Determine

Total Firms = 582
Data Collected from Design Control Inspectional Team Evaluation of Reports



Risk Analysis Not Conducted

9%

91%

Justification Documented

Justification Not Documented

Total Firms = 134



Risk Analysis Techniques Used

40%

31%

18%

11%
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Total Records  = 285
Note:  Some firms used more than one technique



Electromagnetic Compatibility/
Electromagnetic Interference

18%

48%34%

EMC/EMI Addressed

EMC/EMI Not Addressed

N/A

Total Firms = 582



6%

12%

5%

14%

9%

7%7%
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EMC/EMI Addressed

EMC/EMI Addressed

N/A

Total Firms  = 582

Electromagnetic Compatibility/
Electromagnetic Interference



Understanding Design Validation
Vs. Process Validation

88%

12%

No
Problems

Problems

Total Firms = 582
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Total Firms  = 582

Understanding Design Validation 
Vs. Process Validation



Firms with Potential Design
Control Deviations

68% 32%

Potential Deviations

No Potential Deviations

Total Firms = 582



Firms with Potential Design
Control Deviations

34%

13%

7%

24%

14%

9%
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Total Firms w/ Deviations = 186



9%

0%

1%

1%

1%

3%

0% 2% 4% 6% 8% 10%

Total Firms  = 582

Design and Development Plan Requirements
Potential Deviations

Plan Inadequate

Plan Absent

Failure to Follow Plan

Fail to Review Plan as Development Evolves

Fail to Approve Plan as Development Evolves

Fail to Update Plan as Development Evolves



3%

2%

1%

2%

8%

1%

1%

1%

1%

5%

0% 2% 4% 6% 8% 10%

Total Firms  = 582

Design Input Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Failure to Follow Procedures

No Means to Ensure Requirements Appropriate

Fail to Address Needs of User

Fail to Address Incomplete, Ambiguous or Conflicting

Fail to Document Requirements

Fail to Review Requirements

Fail to Approve Requirements

Fail to Document Approval



3%

1%

2%

4%

8%

1%

1%

0%

2%

0% 2% 4% 6% 8% 10%

Total Firms  = 582

Design Output Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Failure to Follow Procedures

Inadequate ID or Definition

Fail to Document Requirements

Fail to Review Requirements

Fail to Approve Requirements

Fail to Document Approval

Inadequate ID or Definition Acceptance Criteria



1%

3%

1%

1%

2%

1%

0% 1% 2% 3% 4%

Total Firms  = 582

Design Review Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Failure to Follow Procedures

Reviews not Planned Or Conducted as Appropriate

Fail to Include Indiv. w/Indirect Responsibility

Fail to Document Results



2%

4%

2%

2%

1%

0% 1% 2% 3% 4% 5%

Total Firms  = 582

Design Verification Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Failure to Follow Procedures

Fail to Resolve Output Vs Input Discrepancies

Fail to Document Results



1%

1%

2%

6%

1%

1%

1%

1%

0% 2% 4% 6% 8%

Total Firms  = 582
Data Collected from Areas of Needed Improvement on Design Control Reports

Design Validation Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Not Performed Under Defined Operating Conditions

Not Performed on Initial Production Units or Equiv.

Production Units or Simulated Use Conditions Not Met

Risk Analysis Inadequate

Results Not Documented

             Risk Analysis Absent



4%

0%

3%

0% 1% 2% 3% 4% 5%

Total Firms  = 582

Design Transfer Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Failure to Follow Procedures



1%

3%

4%

4%

1%

2%

0% 1% 2% 3% 4% 5%

Total Firms  = 582

Design Change Requirements
Potential Deviations

Procedures Inadequate

Procedures Absent

Failure to Follow Procedures

Failure or Inadequate ID or Definition

Fail to Validate or if Appropriate Verify

Fail to Justify When Verification Chosen



4%

1%

1%

0% 1% 2% 3% 4% 5%

Total Firms  = 582

Design History File Requirements
Potential Deviations

Inadequate

Absent

Failure to Follow Procedures


